IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVANI A

IN RE: DI ET DRUGS : MDL DOCKET NO. 1203
( PHENTERM NE, FENFLURAM NE,

DEXFENFLURAM NE) PRODUCTS

LI ABI LI TY LI TI GATI ON

PRETRI AL MEMORANDUM AND ORDER NO.

BECHTLE, J. OCTOBER , 2000
Presently before the court is the Plaintiffs Managenent
Committee’s (“PMC’) Motion for an Order Conpelling the United
States Food and Drug Administration (“FDA”) to Produce Certain
Docunents; the United States’ Menorandum of Law in Qpposition
thereto and the PMC's Reply to the United States’ Menorandum of
Law in Qpposition. For the reasons set forth below, the court

will grant the notion in part and deny the notion in part.

BACKGROUND

The PMC seeks to conpel production of 132 docunents w thheld
by the FDA from di scovery on the basis of the deliberative
process privilege and/or the attorney-client privilege. (PMC s
Mt. for an Order Conpelling the FDA to Produc. Certain Docs.
(“Mt. to Conpel”) at 1.) The PMC s discovery requests were nade
t hrough subpoenas and the Freedom of Information Act (“FOA"), 5
US C 8§ 552. [d. at 12-13 & Ex. H  The docunents requested
relate to whether the FDA was in possession of certain docunents
concerning potential detrinmental effects of diet drugs on the

heart.



The PMC is the steering comrttee appointed by the court to
oversee the conduct of consolidated/ coordinated pretri al
proceedi ngs on behalf of plaintiffs who allege that they have

suffered, inter alia, heart valvul opathy fromthe ingestion of

the diet drugs at issue in this case. (Pretrial Order No. 6.)

In May 1999, six FDA officials authored an article in the
Journal of the Anmerican Medical Association (“JAMA’) in which
they indicated that at the tinme the FDA approved the drugs,
nei ther the FDA, the manufacturers nor the nmedical comunity had
reason to believe that they were potentially associated with
heart val vul opathy. (Mt. to Conpel Ex. A.) One of the
defendants in this litigation, Anmerican Hone Products Corporation
(“AHP"), began to use this article in its defense (the “FDA
defense”), arguing that it acted reasonably in distributing its
product based upon information available at the tine. 1d. at 3.

Seeking information to refute the FDA defense, the PMC
attenpted to depose each of the JAMA article’s authors, but the
FDA refused the PMC s requests as to five of them (United
States” Mem of Lawin Qp'n (“Mem in Qop’'n”) at 2.) Inits
June 4, 1999 letter requesting these depositions, the PMC noted
that certain informati on about the health effects of the diet
drugs was available to AHP before March 1997, including: nedical
literature indicating cardiotoxic effects of fenfluramne, a
dexfenfl uram ne toxicol ogy study showng fibrosis in the hearts
of rats and 105 reports of heart val vul opathy received by drug

manuf acturers. (Mdt. to Conpel at 7-8.) The PMC all eged that
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AHP withheld this infornation fromthe FDA Id. at 8. The FDA
responded on July 21, 1999 with a letter stating that at the tine
the JAMA article was published, to the best of its know edge, the
FDA was not in possession of this health effects information.

Id. at 8 & Ex. D. The one author who was deposed by the PMC
Jeffrey E. Shuren, MD., indicated that he was unaware of this
informati on when the article was witten. 1d. at 9.

On August 3, 1999, the FDA received a letter from AHP s
counsel, WIlIliam Vodra, indicating that AHP had provided this
health effects information to the FDA before the article was
published. [|d. at 10 and Ex. G After reviewing its records,
the FDA wote the PMC on Cctober 5, 1999 confirmng that it was
in possession of nmuch of this information at the time of the
article’s publication and listing the docunents that it
possessed. |d. at 10-11. The PMC responded on Qctober 12, 1999
by demandi ng answers to the foll ow ng questions: 1) why were the
JAMA article’ s authors unaware of this information?;, 2) what
investigation did the FDA nake before stating in the July 21,
1999 letter that it was unaware of this information?;, 3) did AHP
fail to appropriately bring this information to the FDA s
attention?; 4) in light of this information, did the authors
reeval uate the representations nmade in the JAMA article and 5) if
so, what did they conclude? 1d. at 11-12 & Ex. H  The PMC al so
requested further discovery, including production of docunents
related to the PMC's letter of June 4, 1999; the FDA's letters of
July 21 and Cctober 5, 1999 and WIIliam Vodra s August 3, 1999
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letter to the FDA. |1d.

The FDA, through its Associate Chief Counsel for
Enf orcenment, provided docunents in response to the PMC s requests
along with the Privilege Log describing the 132 w thheld
docunents that are the subject of this notion. Id. at 13-15 &

Ex. I; Mm in Qop’'n at 2.

. STANDARD OF REVI EW

The FDA asserts that its decision not to produce the 132
docunents on the basis of privilege nust be reviewed under the
“arbitrary and capricious” standard of the Adm nistrative
Procedures Act (“APA’), 5 U S.C. § 706. (Mem in Qpp’'n at 3.)
Conversely, the PMC argues that because the discovery requests
wer e made through subpoenas and FO A, the FDA' s privil ege clains
can only be reviewed under Exenption 5 of FO A or Federal Rul e of

Civil Procedure 45.' Reply to Mem in Qpp’'n at 6-7; see M. to

! There is a split of authority as to whether a non-party
federal agency’s decision not to conply with federal subpoenas is
reviewed pursuant to the APA's “arbitrary and caprici ous”
standard or de novo under the court’s discretionary right to
l[imt burdensone discovery under the Federal Rules of Cvil
Procedure. Conpare Consat Corp. v. Nat’'l Sci. Found., 190 F. 3d
269, 277 (4'" CGr. 1999) (stating that “[w hen the government is
not a party, the APA provides the sole avenue for review of an
agency’'s refusal . . . to conply with subpoenas.”) and Davis
Enters. v. United States Envtl. Prot. Agency, 877 F.2d 1181, 1186
(3d Gr. 1989) (reviewing EPA's refusal to conply with subpoena
under arbitrary and capricious standard) w th Exxon Shipping Co.
v. United States Dept. of Interior, 34 F.3d 774, 778-79 (9" Gir.
1994) (holding that federal rules of discovery apply to discovery
request nmade agai nst federal agency, whether or not United States
is party); see generally 5 U S.C. 8 706 (setting out standard of
review under APA); Fed. R Cv. Pro. 26 & 45 (delineating court’s
power to limt discovery). These cases do not address requests
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Conpel Ex. H at 3 (requesting disputed docunents pursuant to FO A
and subpoena).

The court agrees with the PMC, and will review de novo the

FDA's denial of the FOA request.? The court is not review ng
the quality of the FDA' s decision nmaking with regard to matters
wWthin its expertise, but rather the application of a general
federal statute that is unrelated to the FDA's nmandate of
ensuring the safety of food, drugs and nedi cal devices.

In determning the applicability of a FO A exenption, “the
agency’s opinion carries no nore weight” than the opinions of

others before the court. Mead Data Cent. Inc., v. Dep't of the

Air Force, 566 F.2d 242, 252 (D.C.Cr. 1977). The district court
“shall determ ne the matter de novo, and may exami ne the .

records in canera.” 5 U. S.C. 8§ 552(a)(4)(B); Lane v. United

States Dep’t of Justice, 654 F.2d 917, 921 (3d Gr. 1981); Mnna

v. United States Dep’t of Justice, 832 F. Supp. 866, 870 (D.N.J.

1993). The burden is on the agency to justify its refusal to

for production under FO A
2 At a status conference held February 10, 2000, counse
for the FDA argued that FO A was inapplicabl e because the PMC had
not formally instituted suit against the FDA under FOA  (Tr.
2/ 10/ 00 at 87-88.) The FDA did not raise this argunent in its
Response to the PMC s notion. Neither party has cited authority
i ndi cati ng whether such a formal suit is necessary or whether a
reqguest alone is adequate, or whether enforcenent of a subpoena
requesti ng docunents under FO A constitutes a formal proceeding
sufficient for the court to decide the issue. The court believes
that the subpoena is sufficient to bring the issue before the
court for decision. To require a formal suit under FO A woul d
create needl ess del ay and expense only to bring the sane issue
before the court at a later tine.
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disclose. 5 U S.C. 8§ 552(a)(4)(B); Lane, 654 F.2d at 921.

1. DI SCUSSI ON

FO A exenpts fromdisclosure, inter alia, “inter-agency or

i ntra-agency nenoranduns or |letters which would not be avail able
by law to a party other than an agency in litigation with the
agency.” 5 U S.C. 8§ 552(b)(5). This exenption extends to
docunments that are traditionally privileged from discovery,

i ncluding the “deliberative process” privilege and the attorney-

client privilege. Schlefer v. United States, 702 F.2d 233, 237

(D.C.Gr. 1983). FO A exenptions are read narrowy and di sputes
regardi ng Exenption 5 are resolved by rough analogy to the rules
of discovery. Mead Data, 566 F.2d at 252. *“Conclusory
assunptions of privilege will not suffice to carry the
government’s burden of proof in defending FO A cases.” Coasta

States Gas Corp. v. Dep’t of Enerqgy, 617 F.2d 854, 861 (D.C. Cr.

1980). Rather, the agency nust provide “a relatively detail ed
justification, specifically identifying the reasons why a
particul ar exenption is relevant and correl ating those cl ai ns
wWith the particular part of a withheld docunent to which they

apply.” Mead Data, 566 F.2d at 251 (citations omtted); see also

In re Unysis Corp. Retiree Med. Benefits ERISA Litig., No. ML

969, 1994 W. 6883, *2 (E.D. Pa. Jan. 6, 1994) (citing Bowne v.
Anbase Corp., 150 F.R D. 465 (S.D.N. Y. 1993)) (holding that |ist

contai ning date, author, addresses, type of docunent, skeletal

description of subject and privilege clainmed was i nadequate to
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i nvoke attorney-client privilege).

The Privilege Log submtted by the FDA in Iieu of producing
the 132 docunents at issue is insufficient to prove the
applicability of Exenption 5. The limted information disclosed
inthe Privilege Log is nearly identical to the information

submtted to the court in Coastal States, another FO A case.

Coastal States, 617 F.2d at 861. |In that case, the privilege |og

identified the author of the docunent, the person to whomit was
addressed and a brief description of the menorandum ® |d.
Simlarly, FDA's privilege log identifies only the author, the
person to whomit was addressed, the date, the type of docunent
(e.g., e-mail) and a brief description of the nmenorandum such as
“FDA’ s possession of docunents.” (Mt. to Conpel Ex. 1.) Like

the courts in Coastal States and In re Unysis, the court finds

that “such an index is patently inadequate to permt a court to
deci de whether the exenption was properly clainmed.” Coastal

States, 617 F.2d at 861; In re Unysis, 1994 W. 6883, at *2-3.

Accordingly, the court has conducted in canera review of the

wi t hhel d docunents and concludes that there is insufficient proof
of the applicability of the deliberative process privilege to any
of the docunents, but that the attorney-client privilege applies

to all of the docunents for which it was i nvoked.

3 The following is an exanple of a description given in

the Coastal States |og: “Advice on audit of reseller whether
product costs can include inported freight charges, discounts, or
rental fees. Sections 212.93 and 212.92.” Coastal States, 617
F.2d at 861




A. The Deliberative Process Privileqge

The deliberative process privil ege enconpasses “confidenti al
del i berations of |aw or policy-nmaking, reflecting opinions,

recommendati ons, or advice.” Redl and Soccer Club, Inc. v. Dep't

of the Arny, 55 F.3d 827, 853 (3d Gr. 1995) (citations omtted).

Its purpose is to “prevent injury to the quality of agency

decisions.” N.L.R B. v. Sears Roebuck and Co., 421 U S. 132, 151

(1975); Redl and Soccer, 55 F.3d at 854. The privil ege does not

protect factual information that is severable froman otherw se

prot ect abl e docunent, nor does it protect “[c]onmunications nade

subsequent to an agency decision.” [d. (citing Inre Gand Jury,

821 F.2d 946, 959 (3d Cr. 1987), and quoting United States V.

Farley, 11 F.3d 1385, 1389 (7'" Gr. 1993)).

The governnment nust denonstrate the applicability of the
privilege. 1d. Two critical factors in determning the
applicability of the privilege are whether the docunent is
“predecisional” (i.e. created before adoption of the agency
policy) and whether it is “deliberative” (i.e. reflects the give

and take of the consultive process). Coastal States, 617 F.2d at

866.

If the court determnes that the privilege applies, it nust
bal ance the relative interests of the parties, with the party
seeki ng di scovery bearing the burden of showi ng that its need

out wei ghs the governnent’s interest. Redland Soccer, 55 F.3d at

854. Wen bal ancing interests, the court should consider, at a

m ni nrum the:



i) rel evance of the information sought to be protected;

ii) availability of other evidence;

iii1) seriousness of the litigation and the issue involved;

iv) role of the governnment in the litigation; and

V) possibility of future timdity by governnent enployees
who will be forced to recognize that their secrets are
vi ol abl e.

Id. at 854 (quoting First E. Corp. v. Mainwaring, 21 F.3d 465,

468 n.5 (D.C. Gr. 1994)).

The parties differ in their identification of the agency
action relevant to the privilege. The PMC asserts that
publication of the JAVA article is the agency action at issue,
and that therefore the privilege is inapplicable because the
docunents refl ect “post-decisional” comrunications. The FDA
asserts that the responses to letters fromthe PMC and Vodra are
t he agency action at issue.

The court concludes that the deliberative process privilege
is inapplicable to the docunents withheld by the FDA. There is
l[ittle in the nature of these docunents that can be considered
del i berati on over agency policy. Rather, the docunents w thheld
on the basis of the deliberative process privilege contain
communi cati ons concerni ng whet her the FDA possessed certain
docunents, what those docunents were and who they were being sent

to within the agency.* First, these docunents reflect largely

4 Representative of the docunents w thheld on the basis
of deliberative process privilege is an e-nail from one FDA

9



factual information. Second, contrary to the FDA s assertion,
its responses to the PMC s FO A requests are not discretionary
agency actions or policies for purposes of the deliberative
process privilege. Third, the FDA has not denonstrated why
fornmulating a response to the letter from AHP s counsel should be
consi dered an agency policy for purposes of the deliberative
process privilege. Thus the internal deliberations preparatory
to the FDA' s responses are not “the sort of internal

comruni cations that the deliberative process privil ege was
intended to protect.” See Mem in Opp'n at 7-8 (asserting that
del i berations concerning the FDA's July 21 and October 5, 1999
letters are privileged). The court need not engage in a

bal anci ng of interests as the FDA has not denonstrated the
applicability of the privilege. Accordingly, to the extent that
the PMC seeks to conpel production of docunents w thheld on the
basis of the deliberative process privilege, its notion wll be
gr ant ed.

B. The Attorney-dient Privilege

The attorney-client privilege protects confidenti al
communi cati ons between a | awer and client nmade for the purpose

of securing or conveying |egal advice. See generally Rhone-

Pol enc Rhorer, Inc. v. Hone Indem Co., 32 F.3d 851, 862-63 (3d

Cr. 1994). The privilege applies if the follow ng elenments are

of ficial requesting that another official check for certain
docunent nunbers and provi de copies of those docunents if they
are found.
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shown: (1) the asserted holder of the privilege is or sought to
becone a client; (2) the person to whomthe communi cati on was
made (a) is a nenber of a bar of a court, or his or her

subordi nate, and (b) in connection with this conmunication is
acting as a lawer; (3) the communication relates to a fact of
which the attorney was inforned (a) by a client (b) w thout the
presence of strangers (c) for the purpose of securing primarily
either (i) an opinion of lawor (ii) legal services or (iii)

assi stance in sone | egal proceeding, and (d) not for the purpose
of commtting a crine or tort; and (4) the privilege has been (a)
clainmed and (b) not waived by the client. 1d. at 862. The
privilege extends to agency officials who are authorized to speak
for the agency in regard to the subject nmatter of the

communi cation. Mead Data, 566 F.2d at 253. Where the record is
anbi guous as to the applicability of the privilege, the party
asserting it must show “by record evidence such as affidavits,
sufficient facts to bring the communications at issue within the

narrow confines of the privilege.” In re Sunrise Sec. Litig.,

130 F.R D. 560, 570 (E.D. Pa. 1989).

Communi cati ons between FDA officials and FDA attorneys nmade
in connection with fornul ati ng responses to subpoenas and letters
fromthe PMC, and the letter from AHP s counsel, are privil eged.
Al of the docunents withheld fromdisclosure by the FDA on the
basis of attorney-client privilege contain comrunications between
an FDA official and an FDA attorney. |t appears that these

communi cations were intended to be confidential, as evidenced by
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the fact that many are marked with the terns “Sensitivity:
Confidential.” The comruni cati ons were apparently only
accessible to persons within the agency who were aidi ng FDA
counsel by gathering information necessary to nmake those
responses, thus they were confidential. Wile the underlying
facts discussed in these communi cations nmay not be privil eged,
t he communi cations thenselves are privileged. ® Fornulating a
response to requests for docunents is clearly a |l egal service
rendered by FDA attorneys. Lastly the FDA has invoked the
attorney-client privilege, and there is nothing to indicate that
the privilege has been waived as to these conmuni cati ons.
Accordingly, the notion will be denied with regard to the

docunents withheld on the basis of attorney-client privilege. ®

V. CONCLUSI ON

For the reasons set forth above, the PMC's notion will be

> As noted in its Opposition, the FDA has disclosed the
underlying facts regardi ng what know edge was in the possession
of FDA officials at the tinme of the JAMA article’ s publication.
(Mem in Opp’'n at 11.)

6 Sonme of the documents and communi cations which are
entitled to protection under the attorney-client privilege have
al so been reproduced in communi cati ons between FDA officials who
are not attorneys. \Wien reproduced in such comrunications, they
are not privileged because they were not comruni cated to an
attorney. Furthernore, even if the FDA officials were
comruni cating with each other under the direction of their
attorneys, the attorney-client privilege was not invoked to
protect those docunents. As discussed above, such docunents are
not protected under the deliberative process privil ege because
respondi ng to requests for docunents is not an agency action to
whi ch that privilege applies.
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granted in part and denied in part. An appropriate order

foll ows.
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IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVANI A

IN RE: DI ET DRUGS : MDL DOCKET NO. 1203
( PHENTERM NE, FENFLURAM NE,

DEXFENFLURAM NE) PRODUCTS

LI ABI LI TY LI TI GATI ON

PRETRI AL _ORDER NO.

AND NOW TO WT, this day of Cctober, 2000, upon
consideration of the Plaintiffs Managenent Conmittee’s Motion for
an Order Conpelling the United States Food and Drug
Adm nistration to Produce Certain Docunents; the United States’
Menor andum of Law in Opposition thereto and the PMC s Reply to
the United States’ Menorandum of Law in Qpposition, IT IS ORDERED
that said notion is GRANTED as to all docunents withheld solely
on the basis of deliberative process privilege, and DENIED as to

all docunents withheld on the basis of attorney-client privilege.

LOU S C. BECHTLE, J.



